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CPRIT. Purpose of RFA

A This prospective study will address
priorities in cancer prevention, early
detection, and etiology research,
which include emerging exposures,
novel biomarkers, and genomics in
diverse populations.

Study Objectives

Comprehensive research resource using new

technologies and methods for the scientific
community to study:

Cancer Etiology
Precursor to Tumor Progression

Cancer Risk Prediction

Early Detection of Cancer

A The Connect Study has the long-term potential to identify social, environmental,
behavioral, and genetic factors that underlie cancer risk among Texans.

Ve

A CPRIT will support a recruitment site(s) in Texas to recruit a diverse cohort of
25,000-35,000 individuals to participate in the Connect study.
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Current Catchment Population
and Study Enrollment
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Current Partner Health Care Systems
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Distribution of Race and Ethnicity Among Connect Verified
Participants and US Population (V2021)

Distribution (%) of Race among Enrolled Participants Distribution of Race among US Population (V2021)

2.9% /_0.3%

75.8%

18 73
13.6%
Including 18.9%
128 identifying as
6.1% \ Hispanic or Latinx
\ 6.9

\ 0.9

[ 14.2

0.9

= American Indian or Native Americar= Asian/ Asian American = White = American Indian/ Alaskan Native

= Black, African American, or African = Hawaiian or Pacific Islander = Asian/ Middle Eastern = Black/ African American

= Hispanic, Latina, or Spanish = Middle Eastern or North African More than cne race = Native Hawaiian/ Other Pacific |slander
More than one race = Other

= White

Connect figure based on data as of 3/17/2023
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Key Study Design Features of Connect

» 200,000 diverse individuals across the US Serial
Questionnaires
V Aged 40-65 years
V No history of cancer Tumor  Serial
V Patients or members of partner health care systems RESSHIES SIOSPECINES
» Long-term follow-up Integrated
_ Health Care
» Serial assessments Systems
» Comprehensive cancer outcomes Tissue “ealth

specimens Records
Imaging

» Flexible infrastructure for enhancement
studies Mobile and

wearable
technologies
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Study Activities and Infrastructure



Elements of Connect Site(s)

» Integrated Healthcare System

V Providers of comprehensive, coordinated care

V EMR, cancer registry, archived tissue specimens

V Biological specimen collection facilities (clinical or research setting)
* Diverse, ideally large, catchment population

» Site team of PI, study/biospecimen managers, programmers, RAs/ phlebotomists
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Overview of Recruitment to Baseline Study Activities

Recruitment E-Consent
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Recruitment Biospecimen Collection Options

Partnering Health
Care System

Mailed
collection kit

NCI Central Processing &
connect Biorepository

for cancer prevention study
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MyConnect Participant App: Communication and Study Activity Hub
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Complete Your Profile 6 days ago
Connect today.
Prevent cancer Please complete your profile section so you can move on Mv Profile
tomorrow. to surveys! y e of 8 Consent
connect start
for o preventon sty Name Informed Consent
" First Name In order to join Connect, we
o Sign Your Consent Forms & days ago Lorraine need to you to give your
If you would like to participate in this study, please sign the Middle Name informed consent by
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Meyer

Last name

Westover

Preferred First Name

Lorrie

Edit Z

Contact Information

Explore thetesting sité

reviewing the full consent
form and electronic health
records release form, and
signing your name.

Informed consent
form

This is a more detailed
explanation of what it means
to take part in Connect.

§ Download an unsigned copy

of the consent form



https://myconnect-stage.cancer.gov/

Connect Data Ecosystem provides an interoperable infrastructure

Front-End
User Interfaces

Integration with . Tl sieTmse

partnering healthcare A |GGG == | " e, A EE—
data system (e.g., p

RedCap)

o0 00

Dashboards Analytics

Middle API
Layer

(think phone Iines)

Back-End
Data Storage

O

\Cloud Storage
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Connect Coordinating Center (at DCEG) Responsibilities

V Manage central IRB, NIH IRB
V Develop recruitment assets (e.g., emails, brochures, banners)

V Maintain and enhance MyConnect app and GCP-based data ecosystem,
built in-house

V Coordinate site activities

V Manage enhancements to study activities (e.g., new questionnaires, novel
biospecimens)

>
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Partnering Site Team and Responsibilities

Responsibilities (abbreviated list)

Site Pl & other senior
leadership

Programmers

Study & Biospecimen
Manager(s)

Research Assistants/
Phlebotomists

V ldentify clinical champions to promote Connect
V Contribute to development of study enhancements

V Develop algorithms with EHR data to identify and verify
eligible patients

Connect to existing APIs for bidirectional data transfer
Transfer EHR data via file transfer protocol
Customize template SOPs

Customize recruitment assets

Collaborate on enhanced recruitment strategies
Navigate participant through biospecimen collection

< < < < < < <

Draw blood (if creating research setting) v
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Connect Governance

Connect Leadership and Coordinating Center

Governing Board
Stephen Chanock (Chair)

Executive Leadership

DCEG Steering Committee
Chief Scientist (Chair), Connect PI, co-Pls,

Coordinating Center Leadership, Associate
Directors

Executive Committee

Chief Scientist (co-Chair), Rotating Site co-PI (co-
Chair), Steering Committee Members, Site PIs,
Participant Advisory Board Lead,
Support Service Contractor Leads

External Advisory and Review Groups

International Scientific Advisory Board

Naomi Allen, Eric Boerwinkle, Julie Buring, Carmen
Guerra, Chris Haiman, David Hunter, Roger Milne,
Lucila Ohno-Machado, Alpa Patel, Karriem Watson

National Cancer Institute (NCI) Board of
Scientific Counselors (BSC) — Clinical
Sciences and Epidemiology

Participant Advisory Board (PAB)




Connect Leadership and Organization

Governing Board Resource Access Committee

Representatives from the Connect Coordinating Center,
Executive Committee, external investigators, study
participants, ethics experts, and funding agencies

Executive Leadership

Steering Committee Ad hoc Expert Review Panels

Executive Committee .
Subcommittees

Biospecimens s Questionnaires 6 Devices
Meta-Level Data 6 Medical Records

Ad hoc Working Groups

EpiSphere Data Science &
Engineering Research Group
Jonas Almeida, Chief Data Scientist

Coordinating Center
Mia Gaudet, Chief Scientist of Connect
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Recruitment Timeline
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Full Recruitment and Retention Timeline

ad Set up
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